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NOTIFICATION
Addendum
The following communication, dated 9 July 2026, is being circulated at the request of the delegation of Canada.

_______________


Title: Regulations Amending the Medical Devices Regulations (Establishment Licences)

	[bookmark: _Hlk24973414]Reason for Addendum:

	[ ]
	Comment period changed - date: 

	[X]
	Notified measure adopted - date: 4 June 2026

	[X]
	Notified measure published - date: 17 June 2026

	[X]
	Notified measure enters into force - date: December 1, 2026
The amendment to the Medical Device Regulations (MDR) will come into force 6 months after the date of registration.

	[X]
	[bookmark: _Ref40866877]Text of final measure available from[footnoteRef:2]:  [2:  This information can be provided by including a website address, a pdf attachment, or other information on where the text of the final/modified measure and/or interpretive guidance can be obtained.] 

Canada Gazette, Part II, Vol. 160, No. 12, June 17, 2026, pages 1536-1569 (available in English and French)
https://gazette.gc.ca/rp-pr/p2/2026/2026-06-17/html/sor-dors110-eng.html
https://gazette.gc.ca/rp-pr/p2/2026/2026-06-17/html/sor-dors110-fra.html
https://gazette.gc.ca/rp-pr/p2/2026/2026-06-17/pdf/g2-16012.pdf

	[ ]
	Notified measure withdrawn or revoked - date: 
Relevant symbol if measure re-notified: 

	[ ]
	Content or scope of notified measure changed and text available from1: 
New deadline for comments (if applicable): 

	[X]
	Interpretive guidance issued and text available from1: 
Medical Device Establishment Licence (MDEL) application: instructions (FRM-0292): https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-licences/forms/medical-device-establishment-licence-application-form-instructions-0292.html
Risk classification guide for medical device establishment inspections (GUI-0079): https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/information-health-product/medical-devices/guidance-risk-classification-medical-device-observations-0079.html
Guidance on medical device establishment licensing (GUI-0016): https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-licences/directives-guidance-documents-policies/guidance-medical-device-establishment-licensing-0016.html
How Health Canada inspects medical device establishments (GUI-0064): https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/information-health-product/medical-devices/inspects-medical-device-establishments-0064.html

	[ ]
	Other: 



Description: The WTO was notified of the proposed amendments to the MDR under G/TBT/N/CAN/758 on November 13, 2025. 
The objective of these amendments to the MDR is to modernize the Medical Device Establishment Licensing (MDEL) framework to better respond to a rapidly innovative industry, while maintaining oversight to better manage emerging health and safety risks. These objectives include reducing unnecessary burden to facilitate international alignment, improving Health Canada's ability to identify and monitor non-compliant medical devices and establishments that may pose a risk of injury to health, and providing certainty with respect to the requirements in the MDR. Further, these amendments align with the objectives of the report on red tape reduction (RTR) and contribute to risk-based regulating.
The amendments will remove the requirement for importers with an MDEL to import from foreign distributors with an MDEL. Having a licensed importer in Canada to manage risks to health and safety is sufficient for the traceability of devices when there are safety or quality issues. Persons without an MDEL that import (i.e. retailers and health care facilities) will continue to be required to verify that the foreign distributor whom they import from holds an MDEL. This amendment will more closely align Canada with other jurisdictions and reduce the redundancy in the current licensing scheme.
The amendments to the MDR will require all MDEL applicants to provide supplier information as part of their MDEL application and to update the supplier information once a year at the annual licence review. This will allow for more targeted and efficient compliance and enforcement actions by maintaining a line of sight on foreign distributors, who will no longer be required to hold an MDEL, if selling through an MDEL holder.
To address Health Canada's compliance and enforcement observations during inspections, the amendments to the MDR will make explicit the requirement for manufacturers, importers and distributors to establish, implement and maintain all documented procedures relevant to their safety management activities. This is critical to help ensure that health and safety risks can be managed once a medical device is on the market.
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